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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C: § 1 33). 
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1) Claims 1 to 46 are pending in the instant application. 

2) Claims 8 to 33 and 36 to 46 are withdrawn from further consideration 
pursuant to 37 CFR 1142(b) as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on 17 February of 2006. 

3) The title of the invention is not descriptive. A new title is required that is 
clearly indicative of the invention to which the claims are directed. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4) Claims 1 to 7, 34 and 35 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement. These claims 
encompass subject matter that was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. These claims encompass a binding 
assay that can employ a receptor protein having other than its entire native amino acid 
sequence. The limitations "substantially the same" and "partial peptide thereof 
encompass polypeptides comprising less that the entire amino acid sequence of a 
native receptor protein. However, the instant specification does not provide the 
guidance needed to practice the claimed process with a receptor protein comprising 
anything less than its entire native amino acid sequence. The only manner described 
in the instant specification of using the claimed method is in the identification of 



Application/Control Number: 10/517,956 
Art Unit: 1649 



Pages 



compounds that have potential medicinal use because of their ability to agonize or 

antagonize one or more of the mammalian humanin receptor proteins described therein. 

The claimed invention is only useful in so far as the receptor proteins employed in the 

claimed assay respond in a manner that is predictive of an authentic physiological 

response. In re Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 1970). held that 

"Inventor should be allowed to dominate future patentable inventions of others 
where those inventions were based in some way on his teachings, since such 
improvements while unobvious from his teachings, are still within his contribution, since 
improvement was made possible by his work; however, he must not be permitted to 
achieve this dominance by claims which are insufficiently supported and, hence, not in 
compliance with first paragraph of 35 U.S.C. 112; that paragraph requires that scope of 
claims must bear a reasonable correlation to scope of enablement provided by 
specification to persons of ordinary skill in the art; in cases involving predictable factors, 
such as mechanical or electrical elements, a single embodiment provides broad 
enablement in the sense that, once imagined, other embodiments can be made without 
difficulty and their perfomiance characteristics predicted by resort to known scientific law; 
in cases involving unpredictable factors, such as most chemical reactions and 
physiological activity, scope of enablement varies inversely with degree of unpredictability 
of factors involved." 

Given the complex structure of G protein-coupled receptors in general, one of ordinary 
skill in the art of receptor biology would not reasonably believe that the majority of 
physical peptide embodiments meeting either the "substantially the same" or the "partial 
peptide" limitation of the instant claims are going to be functional, much less be capable 
of producing an authentic response. Because the instant specification does not identify 
those amino acid residues in SEQ ID N0:1, 10, 12 and/or 14 which are critical to the 
structural and functional integrity of a humanin receptor protein comprising that 
sequence, identify a structurally analogous protein for which this information is known 
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and could be applied to a humanin receptor protein of the instant invention by 
extrapolation, or even provide a single working example of an intentionally modified 
humanin receptor protein comprising anything less than its entire native amino acid 
sequence, an artisan can not change or delete even a single residue within the amino 
acid sequence of SEQ ID N0:1, 10, 12 and/or 14 and predict the effects of that change 
on the performance of that protein "by resort to known scientific law". Unless one can 
predict, with reasonable confidence, that an intentionally modified humanin receptor 
protein is going to produce a response that is predictive of a native mammalian humanin 
receptor protein, the information obtained from a process that uses that modified protein 
is of no practical value. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5) Claims 1 to 7, 34 and 35 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. These claims are vague and 
indefinite because the metes and bounds of the limitation "substantially the same" are 
undeterminable 

6) Claims 1 to 6 and 34 provide for the use of a plurality of reagents in a 
"method of screening", but, since these claims do not set forth any steps involved in the 
method/process, it is unclear what method/process applicant is intending to encompass. 
A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 
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35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this titleA 

7) Claims 1 to 6 and 34 are rejected under 35 U.S.C. 101 because the 
claimed recitation of a use, without setting forth any steps involved in the process, 
results in an improper definition of a process, i.e., results in a claim which is not a 
proper process claim under 35 U.S.C. 101 . See for example Ex parte Dunki, 153 
USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd v. Brer)ner, 255 F. Supp. 131. 
149 USPQ 475 (D.D.C. 1966). 

8) The prior art of record did not disclose or suggest humanin as an agonist 
for those receptors known therein as FPRL1 and FPRL2 or that the agonist activation of 
either of these receptors inhibited forskolin stimulate adenylate cyclase activity in a 
mammalian cell expressing that receptor. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D. Ulm whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on (571) 272-0867. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status infomiation for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-91 97 (toll-free). ^^^^ 
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